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PVII «bBEJI®APMAILIMS», kak opranu3arop OpoLeLyp FoCcylapCTBEHHBIX
3aKyIIOK, B paMKax HM3yYeHHMs KOHBIOHKTYpPHI PBIHKA IO MO3HUIHAM IPOLENypPHI
3aKyIK{ M3 OJHOTO MCTOYHHMKA MOCIe HECOCTOSBILErOCs 3JIEKTPOHHOI0 ayKI[HOHA
«24/16-1  PasnmuuHble  JeKapCTBeHHbIE  CpeACTBa  (3aperucTpHpoBaHHLIE/
vesapeructpupoBanHHple JIC)» TpPOCHT cOOOIIWTE O BO3MOKHOCTH IIOCTaBKH
JeKapCcTBEeHHBIX CPEACTB Ha YCIOBUAX, YKa3zaHHBIX B Ilpunoxenuu Nel.

OcTaTo4YHBIH CPOK TOAHOCTH JIEKAPCTBEHHBIX CPEICTB TOJDKEH OBITh:

1. me menee 40% OT yCTaHOBIEHHOTO IPOM3BOJMTENIEM HA JaTy MOCTABKH,
IIp¥ OCHOBHOM CpOKe TOIHOCTH 4 rona u Gonee;

2. He MeHee 50% OT yCTaHOBIEHHOI'O MPOHU3BOJUTENEM HA JATy IMOCTaBKH,
IIPY OCHOBHOM CPOKe T'OJHOCTH OoJiee ABYX JIeT U IO YEeTHIPeX JIeT;

3. e meHee 60% OT yCTaHOBIEHHOTO NIPOM3BOAUTENEM Ha AaTy IIOCTABKH
IIpX OCHOBHOM CPOKE OJJHOCTH JIBa TOJa;

4. He meHee 70% OT yCTaHOBIEHHOI'O NPOM3BOAMUTENICM Ha ATy IOCTAaBKU
P OCHOBHOM CPOKE FOJHOCTH MEHee JBYX JIeT.

OcTtaTo4Hblil CPOK IOMHOCTH JIEKapcTBeHHOro cpejctsa no Jlory 2 nomxen
O5ITE He MeHee 60% OT yCTAHOBIEHHOTO IIPOM3BOAMTENEM IIPU CPOKE I'OTHOCTH
JIEKapCTBEHHOr'O CpeficTBa MeHee 2-x neT. I [pu cpoke rognocTy 2 roya u bojee — He
meHee 50%.

B cayuae, ecJIn JieKapcTBeHHOE CpeACTBO ABJISIeTCH
3aperucrpupoBaHibiM B Pecnybnuke benapycen:

KagecTBo mocTaBnsseMOro TOBapa HO/DKHO COOTBETCTBOBaThH HOPDMAaTHUBHO-
TEeXHHUYECKOW  JIOKYMEHTAI[MH,  3aperHcTpHUpoBaHHOM B MuHHCTEpCTBE
3apaBooxpanenus PecnyOnuku benapyce.

HomnyckaioTcs K y4acTHIO B IPOLEAYPE rOCY1apCTBEHHOM 3aKyIKHU:

JIeKapCTBeHHbIE CpelcTBA B YMAKOBKE C [JHW3alHOM, OTIMYHBIM OT
COTJIACOBAHHOTO MMUHHCTEPCTBOM 3JipaBooxpaHeHuss PecnyOnukm benapycs,
NPOU3BENECHHBIE [UIsI POCCHHCKOTO PBIHKA C MPHIOKEHHEM K KaXKI0H ylnaKoBKe



MHCTPYKIMH, COTTIACOBaHHOM mpu peructpauuu B Pecriybnuke benapycs, B cirydae
HaJIMYMsl CYLUECTBEHHBIX OTAMYMA MEXKIYy UHCTPYKLHEH, YTBEpP)KICHHOH B
Poccuiickoit @emepartu u B PecmyOnwke Bemapych, M HCHOTB30BAHUS B
YCJIIOBHAX CTALIMOHAPA U peal3alliy Yepe3 allTeYHYK0 CETh IPEANPUATHI CHCTEMBI
«Dapmarus;

JIeKapCTBEHHBIE CpEICTBA IIPOM3BEIEHHBIE MJIi HHBIX PBIHKOB, TIPH
[IPEOCTABIEHUH PYCCKOSI3bIYHON MHCTPYKIMH (COIrJIAaCOBAHHOM IPH perucTpaluy
B Pecniybnuke bemapycs) miis Ka)kIo# yIIaKOBKH ITIOCTABIISIEMOTO JIEKAPCTBEHHOTO
CpeACTBa, ISl MCIIONB30BaHUS UCKIFOYUTENHEHO B YCIOBHUSIX CTallMOHAapa, JHOO ¢
PYCCKOSI3BIYHEIM CTHMKEPOM M C IMPEeJOCTaBICHHUEM PYCCKOS3BIYHONW HMHCTPYKIIUH
(coritacoBaHHOM Ipu peructTpauy B Pecriybnmke benmapycs) mis Kaxaoit yaKoBKu
IIOCTABJIAEMOrO JIEKAPCTBEHHOIO CPEJACTBA JUIS MCIONB30BAHHS B YCIOBHUIX
CTalMOHApa M pealu3alld 4Yepe3 anTedyHyl CeTh IPeNIIPUATHH CHCTEeMEI
«Dapmanusy;

TaloKe JOIYCKAIOTCA K YYacTHIO JIEKApCTBEHHBIE CpEACTBA C AW3aMHOM
YIaKOBKH M HHCTPYKIIHEH, COOTBETCTBYIOIIMMH PaHEe COTIACOBAHHBIM JIM3aHHY H
VMHCTPYKIMH, OPH YCIOBUY, UYTO IaHHBIE JIeKapCTBEHHBIE CPEACTBA IPOU3BEICHEI HE
nozgHee 180 nHE# ¢ MOMeHTa YTBEPKASHUS H3MEHEeHHH.

JUIst OLIEHKHM COOTBETCTBHS IIPEIIaraéMoro JIEKapCTBEHHOTO CpeICTBa
TpeOOBaHUAM K I@peaMeTy TOCYJapCTBEHHOM 3aKylKH OJHOBPEMEHHO C
MIpeIJIOKEHUEM IIPOCHM TNPENCTABHTE pPa3gepHymoe ONUCAHUE XAPAKMEPUCTIUK
JIEKApPCMBEHHO20 CPEOCMEa — UHCIPYKYUIO O MEOUYUHCKOMY NPUMEHEHUIO.

B cayuae, ecqim JleKapcTBeHHOE CpPeACTBO He 3apPerucTPUPOBAHO B
PecnyOnuke benapych ONHOBPEeMEHHO ¢ [pelsosKeHHEM Heo0XoauMo
NpeJCTABUTh CJeAyIONIHe JOKYMEeHThI:

1. Kormuu ojHOro M3 CHEAyHOUIMX JOKYMEHTOB C IEPEBOJIOM Ha PYCCKHIH
(Oemopycckuit) sI3BIK:

1.1. rpadudeckoe m300paxkeHne 3KpaHa (CKPUHIIOT) MHTEPHET - CTPaHHIBI,
DOATBEPKJAOIICEe PErucTpaluio, Jau00 KOMUs JOKYMEHTZ O pPerucTpalud
JIeKapCTBEHHOTO Ipemnapara - cepTudukar gapmarieBTUYEeCKOro IpoayKTa (gaiee -
CPP), wumm perucrpalioHHOe YyrocToBepeHHe, unn free sale cepruduxar
(cepruurar Ha cBOOOAHYIO NPOAAKY) - B OJHOM M3 CIEAYIOIMX IOCYIapCTB
(ABctpanutickuii Coto3, Coenunennsie 11ltaTter AMepuku, Kanana, Ilsefinapckas
Kongenepaums, Anonus, Asctpuiickas Peciyonuka, Coenunennoe KopoieBcTBO
Benmukobpurannu u CeBeproit Mpnannun, @enepatusHas Pecybiamka ['epmanus,
Koponescteo J[lanus, KoponesctBo Hupepnannor, Kopomnesctso Ilsenus,
Wcnanus, ITopryransckas Pecnybnuka), a taxxke SmPC (summary of product
characteristics - oOmas XapakTepuCTHKa JIeKapCTBEHHOIO IIperapara) Iu0o
pa3BepHYTOE ONMHUCAHHE XapaKTEPUCTUK MpeIaraeMoro K 3aKynKke JeKapcTBeHHOTO
npenapara - HHCTPYKIMIO 10 MEIUIMHCKOMY IIPUMEHEHHMIO, BBIJAHHBIE IS
CTpaHBbl, perUCcTpalisi B KOTOPOX [IOTBEPKIEHA;

1.2. rpaduueckoe nzobpakeHWe dKpaHa (CKPHHIIOT) HHTEPHET - CTPAHHIIBI
Epponelickoro areHTCTBa JICKaPCTBEHHBIX MpPErnapaTroB JMOO KONHS JAOKYMEHTA,
BbIJaHHOTrO EBporeiickuM areHTcTBOM JeKapcTBeHHbIX npenapaTtos (EAJIC, anrm.
European Medicines Agency (EMEA)) mo pe3synpraTaMm LEHTPaTM30BaHHOM



npouenypsl peructpauuu - Certificate of a Medicinal Product, a Take SmPC
(summary of product characteristics — oOmas xapakTepUCTHUKa JIEKaAPCTBEHHOIO
nperapata), BeimanHoe EAJIC nubo pa3BepHyTOE OIMCAHHE XapaKTEPHUCTHK
TIpeAJIaraeMoro K 3aKkylke JIeKapcTBEHHOI'O IIpernapara — HHCTPYKUMIO II0
MEJIMLIMHCKOMY HPHUMEHEHHIO;

1.3. rpadudeckoe m300OpakeHWe 3KpaHa (CKPHUHIIOT) MHTEPHET-CTPAHHUIIBI
Beemupnoit Opraamszanum 3apaBooxpaHenust (nanee — BO3) (agpec B cerm
uHTepHeT  https://extranet.who.int/prequal/content/prequalified-lists/medicines),
HOJITBEPXKIArOIIee, qTO npejiaraeMeri TeKapCTBEHHBIH npernapar
nepexsanupuuuposad BO3, a taoke SmPC (summary of product characteristics —
o01asi XapakTepUCTHKA JIEKapCTBEHHOTO IIpernapara), BEIIAHHOE pPeryisTOpPHBIM
OpraHoM CTpaHbl IIPOM3BOJICTBA TAKOI0 JIEKAPCTBEHHOro IIperapara Jubo
pa3BepHYTOE ONUCaHHE XapaKTePUCTHK IIpeJyiaraeMoro K 3aKyIKe JIEKapCTBEHHOTO
npernapara — MHCTPYKLHIO 110 MEIMLUHCKOMY [TPHMEHEHHUIO; :

1.4. mOKyMEHT O perucTpalu JIeKapCTBEHHOro IpenapaTa B Poccuifckoi
®depepamyi, UISE JIEKAPCTBEHHBIX IIPENaparoB, IPOM3BeleHHBIX B Poccuiickoit
denepanyy, a TAKKES HHCTPYKLUHMIO HA 3TOT JICKAPCTBEHHBIH IIpenapar, BELIaHHYIO
peryasTOPHBIM OPTaHOM CTpPaHBI IPOM3BO/ICTRA;

1.5. nmokymeHT (ITUCBMO TPOU3BOJUTENSE W KOIMSI PETUCTPALHOHHOIO
yIOCTOBEpeHHs, JAEUCTBYIOIIEro paHee Ha Tepputopuu Pecnybnuku bemapycs),
MMOATBEPXKIAFOIIUN, YTO:

NpeAnonaraéMblii K IOCTaBKe  JIEKApCTBEHHBIM  mpenapar  ObLd
3aperucTpHpOBaH Ha Tepputopun Pecry6nrku bemapycs;

CPOK JEHCTBHMA PErucTPalMOHHOIO YJOCTOBEPEHHS HA HEro HCTEeK Iocie
11.05.2015 roga;

COCTAB M IIPOILECC IPOM3BOJICTBA COOTBETCTBYIOT COCTABY H IIPOLECCY
MPON3BOJICTBA, KOTOphEIe OBLIH yKa3aHBl B IIOCIEIHE BEpPCUM PErHCTPalOHHOTO
nocke B PecryGnuke benapycs.

Taroke nomxHa 6b1Te npeactasiena SmPC (summary of product characteristics
— o0mas xapakTepUCTHKa JIeKapCTBEHHOrO Ipemapara), JuOO pa3BepHyTOe
ONHCaHUe XapaKTepUCTUK IpeJlaraeMoro K 3aKyIlKe JIeKapCTBEHHOIO Iiperapara -
HHCTPYKLIMIO 1O MEIMIIMHCKOMY IPUMEHEHHIO, BBIJAHHBIE AN CTpaHbl-
ITPOU3BOIUTEIIS.

TpeOoBaHus  HACTOSAIIEIO  NOANYHKTAa HE  PaclpOCTPaHAIOTCS  Ha
NeKapCTBEHHEIE MpenapaThl:

pErMCTpallMOHHBIE YIOCTOBEPEHHS, HA KOTOpPBIE OBITH TPHUOCTAHOBJIEHBI B
CBs3H ¢ HEOIAronpUsATHBIM IpoduiieM 0e30MacHOCTH JIEKapCTBEHHOTO MIperapara;

PerHCTpallMOHHEBIE YAOCTOBEPEHUS, Ha KOTOpPLIE OBUIM MPHUOCTAHOBIICHBI IO
uHUIMaTHBe MUHKCTEPCTBA 3MpaBooxpaneHus Pecyonuku benmapycs;

10 KOTOPBIM BO BpeMs 0Opall[eHus JIeKapCTBEHHOTO NpenapaTa Ha PhlHKE [IPH
NpOBeNeHUH KOHTPOJSI KayecTBa OBLUTH BBISBICHBI HECOOTBETCTBUS TPeOOBaHUSM
HOPMATHBHOTO JIOKYMEHTA IO KaYeCTBY IPOU3BOJUTEIIS;

B TOCYINApCTBEHHOH perucTpaudy (IepeperucTpalyu, IOJTBEPKISHUN
pPETHCTPALNN) KOTOPBIX OBLIO OTKa3aHO.

2. Komuo A0KyMeHTa, YOOCTOBEPSIOIIero MpPOH3BOACTBO JIEKapCTBEHHOTO



mpenapara B yenoBuax Hamexaied npoussoacTeeHHo# npaktaky (GMP), ecnn B
IPECTABICHHOM PErdCTPAllMOHHOM YIOCTOBEpeHMH, THOO cepTHdHKaTe Ha
cBOOOIHYI0O Tpomaky, maub0 ceprudukare (apMalneBTHYECKOI0 NPOAYKTa
OTCYTCTBYIOT  CBEIEHHUsI O  [EPUONUYECKOM  TIPOBEPKE  MPOM3BOCTBA
JIEKapPCTBEHHOTO TIperapara (JIeKapcTBeHHOH (OPMBI) YIIOTHOMOYEHHBIM OPraHOM
CTpaHbl TMPOM3BOAUTENS Ha COOTBeTCTBME TpeOoBanusaM  Hamnexamei
IIPOU3BOJCTBEHHON NPaKTHKH.

B kadecTBe Takoro MOKyMeHTa MOXeT OBITh npejicTanieH: cepTudurkar GMP,
mbo rpadmyeckoe u300pakeHHe 3KpaHa (CKPHHIIOT) C JJIEKTPOHHON 0a3bl
EudraGMDP ceptudukaro GMP, nubo pacnedatka ¢ 3JI€KTPOHHOM 0asbl
YIIOJITHOMOYEHHOT'O OpraHa CTpaHbl MPOU3BOACTBA JIEKAPCTBEHHOIO Iperapara.
IIpencTaBieHHbIe JOKYMEHTHl JOJDKHBI COAep)KaTh IONHYH HHGOPMAaLUI0 O
IIPOM3BOJUTENE JICKAPCTBEHHOIO IMpenapard, B TOM YHCIE OCYIIECTBISIFOLIEM
IpPOHM3BOJICTBO TOTOBOH NeKkapcTBeHHOH ¢opmsl, (acoBky H (WiIH) YIAKOBKY,
KOHTPOJIb KayecTBa M HMHBIX YYAaCTHHKAX IPOU3BOJCTBA M KOHTPOIs KadvecTBa
JIeKapcTBEHHOTO IIpernapara.

HonyckaeTcst pe/icTaBIeHHe BMECTO BBIIIEYKa3aHHBIX JOKYMEHTOB KOITMH
TUIeH3UH MIHHCTEPCTBA MPOMBIIUIEHHOCTU U Toprosau Poccuiickoit Menepaliyu.

3. 'apanTHiiHbBIE NHCBEMa YUACTHUKA:

0 COONIOCHUH YCJIOBHH XPaHEHHsS M TPAaHCIOPTHPOBKH JEKapCTBEHHOI'O
nperapara;

O TPEJIOCTABIIEHNH IIPH MMOCTaBKe JIEKapCTBEHHOIO Ipernapara HHGopMaluy
OT TIPOW3BOJIUTENSI O TOM, UTO JaHHAS CEpUsi y)Ke IPHUMEHSACTCS Ha PhIHKE, I
KOTOpPOI'O IPOM3BENECHA, M He HMeeT MpeTeH3uil Mo KadecTBy JMOO HUTO B
Pecnrybnuky benapych OCYIIECTBISIETCS MOCTaBKA HOBOH CEPHH JIEKAPCTBEHHOIO
Iperaparta, OCHOBHAs YacTh KOTOPOH 3allaHHpOBaHA K IIOCTaBKE Ha PHIHOK, MAJIA
KoToporo mnpou3BefeHa. [Ipy sToM mpoM3BOAMTENE B Cllydae, €ClH B IIpPOLECCE
oOpalmieHusi JaHHas CepUs JIEKApCTBEHHOro Ipemapara OyJeT mpu3HaHa
HeKadecTBEHHOH, o0s3yercsi mpouHpopmupoBars 00 3ToM MuHHCTEpCTBO
3mpaBooxpaHenus Pecryonuku benapycs;

0 BO3MOXHOCTH TIPEJOCTABICHHS [OJHOIO MaKeTa JOKYMEHTOB JJid
IOJlyHYE€HHs pa3pelleHdss Ha BBO3 HE3apPETHCTPHPOBAHHOIO JIEKAPCTBEHHOI'O
npernapaTa B COOTBETCTBHY C 3aKoHOAaTenscTBOM Pecnybnukm benapyce.

JJisi  OLeHKH Y4YacTHHMKA MpPoUeAypbl TrOCyXapcTBeHHON 3aKyNKH
O/ITHOBPEMEHHO ¢ NpeJjoKeHHeM Heo0XO0AUMO MNpeacTaBHTh [JOKYMEHTBI
COrJIACHO MepevHIo, ykazanHomy B Ilpanosxkennn Ne3.

HomonauTersHO BaM HE0O0X0AMMO 03HAKOMHTHCS € IIPOCKTOM KOHTPAKTa Ha
IOCTABKy  JIGKAPCTBEHHBIX  CPEJACTB, pasMeIléHHbIM Ha  caiite PVYII
«BEJIGAPMALIA» (http://www.pharma.by/) B pasnene «3akynku JIC —
JIorOBOpbl U KOHTPaKThl I[EHTPATH30BAHHBEIX IMPOLENYP 3aKyIOK», KOTOPBIA
IIOMJIE)KHT MOAITHCAHUIO C TPEAIPUITUSIME CHCTeMBI «DapMans» 10 pe3yJIbTaTaM
NEeHTPATN30BaHHON MPOLeAYPEI 3aKyIKH.

CgeJieHus 0 3aKka3duKax npeacTapleHs! B [Ipunoxkenun Ne2.

IIpocuM HampaBUTH MPEJJIOKEHHE Ha MMOCTaBKY JIEKapCTBEHHBIX CPENCTB C
yKazaHUEeM:



- TOpProOBOr0O HAaHMMEHOBaHMS, (OPMBI BHIITYCKAa, MO3MPOBKU, (ACOBKU
JIEKapCTBEHHOIO0 CpefcTBa B COOTBEICTBHH C [OCyZapCTBEHHBIM peecTpoM
JIeKapCTBeHHBIX cpencTB Pecnybnuku Benapych wim B cooTBeTCTBHH ¢ EIHMHBIM
pEECTPOM  3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CpeAcTB  EBpaszmiickoro
3KOHOMHUYECKOT0 COF034;

- IPOU3BOAUTENS (IIPOU3BOIUTENEH BCEX STANOB MPOU3BOCTRA);

- KOJIM4ecTBa, UeHBI (s pe3uIeHToB — LeHkl 0e3 yueta HJIC, obmieit mneHsn
3a MO3ULHUIO — ¢ yueToM u 0e3 yueta HJIC);

- CpOKa rOJHOCTH Ha MOMEHT MOCTaBKH.

Otrser mpocuMm pate B cpok mo 02.02.2024r. mo 3IeKTPOHHOMY ajpecy
heina@pharma.by u(unmm) Ha daxc 242-25-26, a Taxke B HHOH (opme.

B cnygyae HeoOxomumocTu Oosiee ATUTENBHOrO BPEMEHH IS MOATOTOBKH
IPEAJIOMKESHHUS IIPOCHM COOOIIUTE AOTIOTHHTENBHO.

B cnyuae omcymcemeus omeema Ha 3anpoc 8 YKA3AHHBIU CPOK, KOMUCCUSL
nepexooum K paccCMoOmpeHuro nosuyuu 6e3 6auie2o npedrodIceHus.

brnaromapuM 3a COTpYJIHHUYECTBO.

3aMeCTHTEb M'eHEPAIILHOTO IMPEKTOPa,
HavaJlbHUK OTZeNia MapKeTHHTa,
BHEIITHE3KOHOMUYECKOH e TeIbHOCTH

M TEHJIEPHBIX 3aKYIIOK ( o
5 --’/

H.A. JIpoOrrmeBckas

Ieitno 11.B. 242-16-47
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I Ipunoxenue No3

M1 cooTBEeTCTBHA TpeOOBaHUSM, YCTAHOBJICHHBIM 3aKOHOMATENBCTBOM K
IOPHINYIECKOMY MM (PU3MYECKOMY JIMILY, OCYILECTBILIIOIIEMY ITOCTABKY TOBApOB,
ABJIAIOMIUXCSA MPEJIMETOM IOCYJapCTBEHHOM 3aKyNKH HEOOXOIHMO IIpe/CTABHTH
CIEAYIOMIME NOKYMEHTEI U CBEISHMUS:

1. Konurwo paspewieHus (nuuensuu) Ha ocyujecmenenue
deameyibHocmu (hapmauesmuneckoil OeamenvHoCmu) RO APOU3EOOCMEY ULU
oucmpubsloyuu™ J1eKapCmeeHHbIX CpPeOCcHe, BBITAHHOE YITONIHOMOYEHHBIM
OpraHoOM CTPaHbl y4acTHHKA. **

B cny4ae, ecnu k mocTaBKe NpejlaracTcs HApPKOTHYECKOE CPENCTBO HMIIH
IICUXOTPOITHOE  BENIECTBO, YYacCTHUK 00s3aH IMPENOCTABHTL  paspelleHHe
(JIM1IeH3MI0) Ha NEATeNbHOCTh, CBSA3aHHYK ¢ 000POTOM HapKOTHYECKHX CPEJCTS,
IICHXOTPOITHBIX BEIECTB U MX MPEKYPCOPOB.

* IUCTPUOBIOLUA - JAEATENbHOCTB, CBA3aHHAS C 3aKyIKOH (3aKyIoMm,
NpHOOpeTeHHeM), XpaHEHHEM, BBO30M (HMIIOPTOM), BBIBO3OM (3KCIIOPTOM),
peanmsanuedl (3a MCKIIOYEHHEM pealu3alliil HaceleHHi0) 0e3 OrpaHuYeHHs
00BEMOB U TPaHCIIOPTHUPOBKOH JIEKAPCTBEHHBIX CPEJICTB;

** Pesupentsl Pecnybnuku bemapyce wm Poccuiickoit MDepepanun
NpEeJOCTABISIIOT KOMMIO paspellleHHst (JIMIEeH3MH) Ha (apMaleBTHYECKYHO
JeATENBHOCTh MM BBINMCKY U3 EfuHOro peectpa JHIeH3HH, HeHCTBYIOIIEro Ha
Teppuropuu Pecny6suku benapycs unu coorBercTeeHHO Poccuiickoi ®eneparium.

2. OOKyMeHm, ROOMEEPHCOMIO UL pezUCMpPayuIo YL aCMHUKA € CHIpaHE
€20 NPOUCXOICOCH U,

a) CBUIETEIbCTBO O PETHCTPAIUH YIACTHHKA JIMOO BBITUCKY U3 TOPIOBOIO
peecTpa CTpaHbl PperucTpalM ydacTHHKa (Ui pPe3UJICHTOB CTpPaH-4YIEHOB
EBpa3suiickoro 9KOHOMHYECKOI'0 COI03a);

©) BBIMKCKY M3 TOPrOBOI'O PEeCTpa CTPAHBI PETUCTPALH YIACTHUKA (IS
HEPE3UEHTOB CTpaH-4/1IeHOB EBpa3suiickoro S5KOHOMHYECKOTO COI03a).

Brimucka H3 TOproBoro peectpa CTpaHbl perucTpalvy YIaCTHHKA JOJDKHA
OBITH BEIIAHA He paHee, 4eM 3a 12 (JBeHa/aTh) MECSIIEB 10 UCTEYEHHS CPOKA IS
ITOATOTOBKH U [0/1a4M IPEI0KEHUH.

3. Hoomeepocoenue omcymcmeusa y OpUOUYECKOz0 JUUa Ul
HHOUGUOYASIbHOZ0 HPEONPUHUMAMENA 3A00NICCHHOCHU RO YRIame HA10206,
cbopoe (nownun), neweii. JlanHoe TpeOOBaHHE HE PpACIPOCTPAHAETCS HA
IOPHIHIECKOE JIMLIO WM WHAMBUAYAIbHOIO IpPEeNNpHHUMATENS, HaXOIAIIHXCSA B
IpoLEeype SKOHOMUYECKOM HECOCTOSATENbHOCTH (0aHKpPOTCTBA), MPUMEHSEMOH B
LeNISX BOCCTAHOBIICHHA MIATeXKECIIOCOOHOCTH (B MpPOLEype CaHallUH ).

CooTBeTCcTBHE JaHHOMY TpeOOBaHHIO IIO/ITBEP KA TCA
[IPEJIOCTABICHUEM CIIENYIOIIUX TOKYMEHTOB U CBEICHHNI:

- Y4YacTHHKAaMH, ABIBIFOIMAMHUCS PE3UJIEHTAMH, - IYTEM BKIIOYEHHS B
[IpeUIoXKeHHe 3asBieHus ((popma 3agenenus npuiaraerca — [Ipunoxkenue Ned) 06
OTCYTCTBHM 3aJ0/DKEHHOCTH II0 yIUIaTe HaloroB, cOOpoB (IIONIMHH), ITeHeill Ha
IepBoe YHCJIO MecAla, MPEefIIeCTBYIOUIero [AHIO NOJA4H  IIPEIUIOKEHHS.
Opranusatop npoBepsieT Takue CBeIeHHs Yepe3 oQUIHATBHEIH caliTt MUHHCTEPCTBA



o HanoraM H cbopam Pecniybnuku benapych B rmofaibHOM KOMIBIOTEPHON CETH
WnTepuer.

-yJaCTHUKaM¥, He SBISIOMIMMUCA pE3UJIEHTaMU (HEepe3uJcHTaMHU
Pecniy6uuku benapycs), - HoKyMeHTaMH 00 OTCYTCTBHH 3a0JDKEHHOCTH I10 yIUIaTe
HaJIOroB, cOOpoB (MTONILTHH), TIeHeH, BEIIAHHEIMK YIIOJTHOMOYEHHBIMU OpraHaMy B
COOTBETCTBHHM C 3aKOHOIATENILCTBOM CTPaHBl, PE3UACHTOM KOTOPOM SIBISETCS
YYaCTHHK, He paHee YeM Ha IIepBOe YHCII0 Mecslla, IPeIIeCTBYIOLIEr0 AHIO I0Ja4u
NpeaIOKEHUA.

4. CooreTcTBHe TpeOOBAHISIM, YCTAHOBJICHHBIM HMKECICIYIOIUMU
myHkTaMu 4.1-4.10 DoATBEPIKAAETCA 30A6ACHUEM NOMEHHUATbHOZ0 YHACHIHUKA
(dopmMa zasBeHus npunaraercs — [Ipunoxxenue Ne 5):

4.1. ropuaHUecKoe WITH (PU3HUecKoe MU0, B TOM YHCIIE HHIUBUIYAJIbHBIH
MpeaIpHHAMATENh, HE [JOJDKHO OBITH BKJIIOUEHO B CIHCOK ITOCTABIIHUKOB
(moapsTYMKOB, HCIIOJNHUTENEH), BpeMeHHO -He MOMyCKaeMBIX K YYacTHIO B
TIPOLIeIypax roCyJapCTBEHHBIX 3aKYIIOK;

4.2. ropumHUecKoe WK (U3UIECKOe JIHI0, B TOM YHCJe UHAUBUIYATBHBINA
[peaIpUHUMaTellb, paboTHUK (paOOTHUKM) TakHX FOPUIHUECKOrO JHIA HIU
WHIABUAYATBHOTO IpPEAIpPHHHMATESI HE [JO/DKHBI OKasbiBaTh  3aKa34yMKy
(opraHuzaTopy) yCIyrd 110 OpTraHH3alldM M IPOBEJEHHIO IPOLEAYDPHI
TrOCyOApCTBEHHOM 3aKylKd, B TOM YHCJIE KOHCYJBTHPOBAHHMIO, a TaKkKe
(GopMHUpoBaHUIO TpeOOBaHHWH K IIpeIMeTy roCyJapCTBEHHOH 3aKynKd M (HIIn)
IIOJCOTOBKE 3aKJIKOYCHHES 110 PACCMOTPEHHIO, OLIEHKE ¥ CPABHEHHUIO IIPEI0MKEHUIH;

4.3. ropugudeckoe NHIO HIH HHIUBHAYANBHBEIN IpeANpHHHMAaTeNs HE
OODKHBI SBJISATHCS 3aKa3yHKoOM (OpraHu3aTopoM) IIPOBOAMMOM MpoOLenypsl
rocyJapcTBeHHOH 3aKyIKY;

4.4, (¢usMyeckoe U0 He MODKHO SBIATHCS pPabOTHHKOM 3aKazyMKa
(opra"mzaTopa), 3a HCKIIOYEHHEM IPOBEACHMS MNPOLEAYpPhl 3aKYIKH M3 OJHOTO
HCTOYHHMKA Yy (QU3WUECKWX JIML, He SBISIONMXCA UHAMBUAYAIbHBIMUA
IIpeaNpUHUMATENIAMY;

4.5. 1opugud¥ecKoe JHI0 He MOJDKHO HaXOJUTHCS B IIPOLECCE JIMKBHJIAINH,
peopraHuzaliid (32 HCKIIOYEHHEM IOpPHIMYECKOro JMua, K KOTOPOMY
MIPUCOCAUHACTCA apyroe FOPUJIHYECKOE JTHIIO), VHIUBHAYATBHBIN
NpeAIPUHAMATENE He TOJDKeH HaXOAUTHCS B CTA/IMU NIPEKPALEHHS AeATelBHOCTH;

4.6. B OTHOIIGHUH [OPHUJHIECCKOTO JIMIA WIH HHIUBUIYaIHHOTO
NpeIprHAMATENST He MOKHO OBITh BO30Y)KJEHO MPOM3BOJACTBO IO Jieny o0
3KOHOMHYECKOW HecocToATenpHOoCTH (bOamkporcTBe). llanHoe TtpeboBaHue He
PacIpoCTpaHsieTCs Ha IOPHIHIEcKoe U0, HHIANBHAYATbHOTO IpeIIpHHUMAaTENLs,
HAXOOSIIUXCA B IPOLEIype 3KOHOMUYECKOH HECOCTOSTENBHOCTH (OaHKpOTCTBA),
IPUMEHSIEMOM B IENsiX BOCCTAHOBIGHWs IIaTeXeclocOOHocTH (B IpoLenype
CaHaIlUm);

4.7. ropugupHeckoe HWIM QU3UYSCKOe JIMI0, B TOM YMCIle HHIWBUYaIbHBLH
IpeIITPHHAMATEN b, IOJIDKHO 00/1afaTh HCKIIOYUTEIBHBIMHY IPaBAMH Ha Pe3yJIbTAThI
WHTEJUICKTYaJbHOM JesATeNBHOCTH, €ClIM B CBSI3M C WCIOJHEHHEM JOrosopa
3aKa3uyMK MPHOOpeTaeT mpaBa Ha TakKUe Pe3yJbTaThl, 3d UCKIIOUEHHEM CIIyyaes
3aKJIIOYEHMS JIOrOBOPA Ha co3aHue OOBEKTOB HHTEIEKTYalbHON COOCTBEHHOCTY;



4.8. ropuaMyYecKoe WM (PU3MUECKOE JIMIIO, B TOM YUCIe HHIUBUAYAIBHBINA
npeIIpUHUMaTeNb, JO/DKHO 00Ja/aTh NPAaBOMOYHMIMH Ha peau3aliio TOBapoB
(BeImOJSTHeHWE padoT, OKazaHMe YCIyr) Ha Tepputopuu Pecmybnuxu bemapych c
UCIIONB30BaHMEM TOBapHBIX 3HAKOB U 3HAKOB 00CIY)KHUBaHHUS;

4.9. du3ugeckoe JUI0, B TOM JHCIIE HHAHBUIYaJIbHBIN [IpeANPHHUMATEIb,
JIMLIO, OCYLIECTBIIONIEe MMOTHOMOYUSA €IUHOIMYHOIO MCIOIHMTENLHOIO OpraHa
FOPUIMYECKOro JIULA - YYaCTHUKA [IPOLEeAyPBl FOCYAapCTBEHHOM 3aKyIIKU, U JIMIIO,
UMeJolNee IMPaBO JdaBaTh TaKOMY IOPHIAMYECKOMY JHIy OOs3aTeNbHBIE s
WCIIOJIHEHHUS YKa3aHWssT HAa OCHOBAaHMHM YYpEeOHUTENBHBIX [JOKYMEHTOB WK
3aK/FOYEHHOr0  JIOroBOpa, He  AOJKHBI  CUMTATBCA  ITOABEPraBIIMMHCS
aIMUHHACTPATHBHOMY B3BICKAHUIO 3a aJMMHHCTPAaTHBHEIE IIPAaBOHADYIIEHHS,
npexycMoTpeHHble B YacTax 7, 8 u 10 cratem 14.4, gactax 4 u 5 crateu 14.5
Kopnekca Pecrrybnmuku benapychs 00 aiMUHUCTPATUBHBIX [IPABOHAPYIIEHUSX;

4.10. y  ¢usmueckoro JMma, B TOM YHCIE  HHIMBUIYAJILHOI'O
IpeJIpHHAMATENA, Yy JIHIE, OCYIIECTBIIIOWETO IOIHOMOYHS €IHHOTHYHOTO
HCIIOJHUTEIHGHOIO OpraHa MOPHIWYECKOro JHIA@ - YYaCTHHKA [pOLEAypBl
FOCYyIapCTBEHHOHW 3aKymKW, ¥ JMIa, HMEIOIIero IMpaBO [aBaTh TaKOMY
IOPUIMYECKOMY JIMIy oOs3aTelbHble I MCIIONHEHMS yKa3saHWs Ha OCHOBaHUH
yUpEeIUTENBHEIX JOKYMEHTOB MJIH 3aKIFOYEHHOTO JOr0BOPA, OTCYTCTBYET HE CHATAA
WM He TIorallleHHas B YCTAHOBIEHHOM MOPSAKE CYIAMMOCTH 3a IPECTYIUIEHHI,

npeycMoTpeHHBble B cTaTthax 209 - 212, 216, 235, 243 - 2433424 - 426, 429 - 432
u 455 YronosHoro konekca Pecnybnuku benapycs..
Konuu  Ooxkymenmoe, UCHONHEHHLIX HA  UHOCHIDAHHOM  A3bIKE,
HPedOCMAGIAIOMCs C NEPegooOM Ha PYCCKuil u (Wiu) 0enopyccKui A3siKy.
BrllienepeyncieHHble JOKYMEHTHl U CBEJEHHMA IPOCHM HamnpaBiiThk IO
3IEKTPOHHOMY ampecy heina@pharma.by.



[Ipunoxenue Ned

3ASBJIEHUE
(zns yyacTHuKa-pesusieHTa PecnyOmuku benapych)

YuacTHHK

3aABIICT, UTO OO
(naumenosanue opzanuzayuy, gusuveckoe auyo,

€ MOM HUCRE UNOUGUIYARLHOZ0 NPEONPUNIUMAMEN)
II0 COCTOSHHMIO Ha l-e uHcio MeCiAa, MpCAMECTBYIOIICTO JHIO IMoOa4YH €ro IIpPCIIOXKCHHA,

33/I0JDKEHHOCTH TI0 YILIATe HATOroB, cOopos (momuuH), nencit B 610mxer Pecydnukn benapycs
HE HMEET.

&« » 20 1.

(Oama nod2omoexku 3as6renis)

Hpumeuanue:

dannoe 3aaenenue nOORUCHIBAEMICA COOCHEENTIOPYYHOU HOONUCHIO TUUA,
VHOJIHOMOYCHHO20 Oelicmeosams om umenu yyacmuuxa. He oOonyckaemcsn
GHECEHUA AI0OBIX UZMEHEHUI ¢ MEKCH 3aA6/1eHUA, 3d UCKIIOYCHUCM YKAZAHUA

HAUMEHOGAHUA OPZAHU3AUHU U0 amuiuu, UMeHU, Omuecmea Qu3UUecKozo
auua (HHOUGUOYANLHO20 APEOnp UHUMAMEN ).



[Tpunoxenue Ne 5

SAABJIEHHE

YyYacTHHK 3ASABILICT,
(HRHMEHOHQHHE OpraHn3auug, (DH3II‘IECKOTO JIHLA, B TOM *HCNE HHAHWEHAYANEHOIO H]JCIU'I])H!IHMaTeﬂﬂ)

YTO COOTBETCTBYET TpeOOBAHUSAM, YCTAHOBICHHBIM a03alaMy BTOPLIM-TPHHAALATEIM IIYHKTA 2
cratbu 16 3akona Pecniybmukm Benapyce ot 13 urons 2012 roja «O rocyiapcTBeHbIX 3aKYITKaX
TOBapOB (paboT, yciyr)».

Taxoxe DOOTBCPACOACT OTCYTCTBHC Y JIMIIA,
(HauMenopanue opraiH3auny, GUHYECKOro IHUA, B TOM YHCNC HIZIMBHAYANLHOTO NPCANPHHUMATENS)

OCYIIECTRISIONIEr0 MOHOMOYHS €/TAHONHYHOTO HCTIONHHTENHOTO OPraHa IOPH/IAYECKOro JIHIa

— y4JaCTHHKa IPOIELYPBl FOCYAapCTBEHHOM 3aKyIIKH, H JIMIA, UMEIOLIETO IPaBO AaBaTh TAKOMY
IOPHIHYECKOMY JIHIYY 0043aTeNbHbIe I HCTIOIHEHHA YKa3aHUsI Ha OCHOBAHHU YUPEAHTEIBHEBIX
JIOKYMEHTOB MM 3aKITIOYCHHOTO JOTOBOpa, He CHATOH WIH HE NOTAllCHHOH B YCTAHOBJISHHOM
MOpAZKE CYJUMOCTH 3a IpeCTYILIEHHS, IpejlycMOTpeHHble B crathax 209-212, 216, 235, 243-
2433424 - 426, 429 - 432 u 455 Yronosuoro konekca PecnyGiuku Besapyce.

Taoke MOAOTBECPIKOACT, YTO JHIO,
(HAHMCHOBAHHE OPTaHH3ALMH, (H3HICCKOrO IMNA, B TOM HHCIIC HHAMBHAYANLHOTO NPEANPHHUMATCIIA)

OCYLIECTBIAIONICE IOTHOMOYHS SIMHOIHYHOIO HCIIOJIHUTEILHOr0 Oprafa IOpUINYECKOro JIUIa -
YYaCTHHKa NPOLEXYPEl FOCYNAPCTBEHHOH 3aKyNKH, W JIMIO, UMEIOIIEe IPABO JaBaTh TAKOMY
IOPHIHYECKOMY THITY 00s3aTeNbHEIE U UCIIOMHEHMS YKA3aHUsI HA OCHOBAHUH YUPEIUTEIIEHEIX
JAOKYMEHTOB HJIH 3aKIIMIOYEHHOI'0 JOTrOBOpa, HE CYHTACTCA INOABCPraBIIuMCH aIMUIUCTPATHBHOMY
B3BICKAHMIO 3a AJIMUHHCTPATHBHBIE IPABOHADPYIIEHH:A, IIPEAYCMOTPEHHBIE B JacTax 7, 8 u 10
cratb 14.4, yactax 4 u 5 craten 14.5 Konexca Pecnybuimku benapycek 00 aMHHHCTPAaTHBHBIX
IIPaBOHAPYIIEHUAX

€« » 20 1

(Oama nodzomosku 3as6ieHUs)

Ilpumeuanue:

Hannoe 3anenenue ROORUCHLEAEHCA COOCHBEHHOPYUHOU ROORUCHIO TUUA,
VHOMHOMOUEHHO020 Octicmeosamb om umenu ywacmnuxa. He Oonyckaemcsa
BHECCHUA NOObIX UBMEHCHUII 6 MEKCI 3AA61CHUA, 34 UCKTIOUEeHUEM YKA3AHUA
HAUMEHOGAHUA OPZAHUAUUU IUb0 hamunuu, umenu, omuecmea Pusnueckozo
AUHA (HHOUGUOYATILHO20 NPEONPUHUMAMEN).



